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DETAILED ACTION 

1. Applicant's election without traverse of Group II filed 
10/13/09 is acknowledged. 

2. Claims 1-17, 21, 25, and 64-66 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b), as being drawn to 
nonelected inventions. 

Claims 20 and 22-24 are under examination. 

3. The Abstract and the Title are objected to because they do 
not adequately describe the claimed invention. Applicant is 
advised that an Abstract and Title commensurate in scope with 
the invention of the instant claims are required. In particular 
the Abstract and Title must disclose that which is novel to the 
claimed invention, i.e., a method involving altering Itch 
activity. See MPEP 608.01(b). 

4. The Declaration is objected to because it is illegible. A 
new declaration is required. 

5. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

6. Claims 20 and 22-24 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Specifically, Claims 20, 22 and 24 is vague and indefinite 
as the resolutions of the claims do not match the preambles. 
The claims recite a method of increasing Th2 cytokine levels yet 
the results of the claims are detecting reduced Itch activity 
(Claim 20), and identifying a test agent (Claims 22 and 24) . It 
appears that Applicant has mixed and matched steps from 
different types of methods, i.e., a method of treating and a 
method of identifying test agents suitable for treating. 
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7. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

8. Claims 20 and 22-24 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor, at the time 
the application was filed, had possession of the claimed 
invention . 

Under Vas-Cath, Inc. v. Mahurkar , 19 USPQ2d 1111, 1117 
(Fed. Cir. 1991), to satisfy the written description 
requirement, an applicant must convey with reasonable clarity to 
those skilled in the art that, as of the filing date sought, he 
or she was in possession of the invention, and that the 
invention, in that context, is whatever is now claimed. 

There is insufficient written description to show that 
Applicant was in possession of: 

A) An inhibitor of ITCH, 

B) ITCH, 

C) A test agent. 

Regarding the "ITCH" of the claims, the specification fails 
to adequately describe the protein. The specification merely 
cites Fang et al . (2002) and Qiu et al . (2000). These 
references teach only that ITCH is an E3 ubiquitin ligase and 
that the gene encoding said protein is disrupted in "itchy" mice 

(pages 38 and 39) . Note that the references disclose 
essentially nothing about the protein itself, only the result of 
it's absence. Accordingly, no species of ITCH are actually 
described. No common structure (of all ITCHs) is defined and 
neither is a common function. While it might be assumed that 
the common function might be ligase activity, the specification 
makes clear that the definition is not to be so limited. The 
specification discloses that, "any specifically named protein 

(such as ... itch.. J refers to any and all equivalent fragments, 
fusion proteins, and variants of the specifically named protein, 
having at least one of the biological activities (such as those 
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disclosed herein and/or known in the art) of the specifically 
named protein, wherein the biological activity is detectable by 
any method" (page 31). "Fragments" and "variants" are defined 
even more broadly (pages 31 and 32). Clearly, neither specific 
structure and function, nor an adequate number of representative 
species of ITCH, are disclosed in the instant specification. 
One of skill in the art would therefore conclude that the 
specification fails to adequately describe ITCH. 

Regarding the "inhibitor of ITCH" of the claims, the 
specification fails to even disclose the term. Clearly then one 
of skill in the art would conclude that the specification fails 
to adequately describe said inhibitor. 

Regarding the "test agent" of the claims, no species of 
said agents are disclosed. The specification describes said 
agent at page 29, "the term "test agent" refers to any chemical 
entity, pharmaceutical, drug, and the like that can be used to 
treat or prevent a disease, illness, sickness, or disorder of 
bodily function. Test agents comprise both known and potential 
therapeutic agents. A test agent can be determined to be 
therapeutic by screening using the screening methods of the 
present invention. A "known therapeutic agent" refers to a 
therapeutic agent that has been shown (e.g., through animal 
trials or prior experience with administration to humans) to be 
effective in such treatment or prevention. In other words, a 
known therapeutic agent is not limited to an agent efficacious in 
the treatment of disease (e.g., cancer). Agents are exemplified 
by, but not limited to, antibodies, nucleic acid sequences such 
as ribozyme sequences, and other agents as further described 
herein". Thus, it is clear that said agents encompass 
structurally unrelated molecules including antibodies, nucleic 
acid sequences and ribozymes, defined only by an unknown 
function. Again, one of skill in the art would conclude that 
the specification fails to adequately describe said agents. See 
Eli Lilly, 119 F.3d 1559, 43 USPQ2d 1398. 

9. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
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art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

10. Claims 20 and 22-24 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over U.S. Patent Application No. 2004/0259790 
in view of Fang et al . (2002). 

The x 790 application teaches the concept the T helper cell 
(Th) immune response being either a Thl type response or a Th2 
type response. Skewing the response towards either Thl or Th2 
lowers the other response, i.e., if the Th2 response is raised, 
the Thl response is lowered (see particularly the Background, 
[0019], and [0025]). The reference teaches that the responses 
can be characterized by identifying the cytokine profiles 
generated, e.g., IFN-y in a Thl response and IL-4, IL-5, and IL- 
13 in a Th2 response (see particularly [0056]). The reference 
further teaches that actual manipulation of the Thl/Th2 balance 
by administering appropriate agonists and antagonists (see 
particularly [0021] and [0058]). The reference specifically 
teaches the increasing of a Th2 response (which would include an 
increase in Th2 cytokine levels) (see particularly [0077]). 

The reference teaching differs from the claimed invention 
only in that it does not teach the providing of a test agent 
that reduces ITCH activity to produce the claimed increase in 
Th2 cytokines. 

Fang et al . teach that ITCH deficient mice show increased 
Th2 type immune response and increased production of Th2 
cytokines including IL-4 and IL-5 (see particularly the Abstract 
and Figure 2 ) . 

It would have been prima facie obvious to one of ordinary 
skill in the art at the time the invention was made to perform 
a method of skewing the immune response towards Th2, which would 
necessarily include the production of increased Th2 cytokine 
levels including IL-4, IL-5, and IL-13, as taught by the '790 
application, by providing an ITCH inhibitor given the teachings 
of Fang et al . that the lack of ITCH results in an increase of 
the Th2 immune response and an increased level of Th2 cytokines. 
The provision of an ITCH inhibitor comprises no more than the 
substitution of an equivalent antagonist to those of the x 790 
application. It is well-established that the substitution of 
known equivalents is obvious. Note that the '790 application 
also teaches the providing of Thl antagonists (which would 
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decrease the levels of Thl cytokines) and the identifying of 
increased and decreased TH1 and Th2 cytokine levels. 

11. No claim is allowed. 

12. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571) 272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Ram 
Shukla, Ph.D. can be reached on (571) 272-0841. 

13. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free) . Additionally, the Technology Center receptionist can be 
reached at (571) 272-1600. 



/G.R. Ewoldt/ 
G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



